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16. (New) The method of claim 15, wherein the fibrin monomer composition 
comprises acid-solubilized fibrin, and the polymerizing agent comprises an amount of base 
effective to sufficiently neutralize the mixture to allow the fibrin to polymerize. ■ • 

REMARKS 

Reconsideration of the rejections is respectfully requested. By the present amendment, 
claims 1-3 are amended, claims 5-12 are cancelled, and new claimsl3-16 are presented. Thus, 
claims 1-4 and 13-16 are under examination. 

The claims have been amended to more clearly define the invention. Support for the 
amendments is either apparent, or is as described in the text below. Support for "pliable" is 
found, for example, at Specification 17: 13-16. Support for adherence is found, for example, at 
Specification 2: 9-11,6: 15-16 and 19:16-19. 

Asserted Double Patenting 

The Office Action asserts that claims 1 and 2 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting. No claims have issued in the 
cited copending application, and Applicant respectfully submits that no claims of sufficient 
overlap shall issue in the cited copending application. 

Claim Rejections - 35 U.S.C. §112, First Paragraph 

Claims 1 and 2, as well as 3 and 4, stood rejected under 35 U.S.C. §1 12, first paragraph, 
based on an assertion of lack of enablement. This rejection is respectfully traversed. 

As to claims 1 and 2, in one aspect the rejection asserts that the specification "fails to 
provide sufficient guidance or demonstrate any data for the genetic transformation of any nucleic 
acid, DNA or RNA in any type of cell or subject in vitro or in vivo via fibrin gel." The 
specification describes in detail an exemplary fibrin gel, and methods of incorporating the 
transforming composition into a fibrin gel adhered to cells. Given this, it appears that the 
Office's assertion is that the invention does not work. In other words, the rejection is for lack of 
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substantial credible utility. Whenever possible th" 

« u ffity Examination Guidelines> ^ ^ Voiume . 

>■ 1 : ^- mphas „ lJaed , Applicanuespect^s^^^,. ctiondoesn t 
specficaity expiain a scientific basis to doub, .he AppHcant's uti, ity 

. . . ^Office ^^« S that,hespecifica,ionisdefec,ivefor„ot,eachi„ B how,„ 
a S sa y ab,ee n2yme s, orflu o re sce„ t p rodU c, * a Pp)icant for . bicycfe ^ ^ : 
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texis such as are available from Cold Spring Harbor Press. 

<Wd - P-n, in .be as filed specification, Ag , n , the burden has been ^ ^ 
nurnberof^e^^^ 

.na„ap Pf o P na,eco„tex«(e. g ., i „cellswhere U1 epromo t ersu«i,i Z edb y « 1 evec t orca I1 be 
expected ,„ .operate), Tbe Office is reminded *a. its burden is to provide scienfific evidence and 
rea« 

Applicant's assertion. 

Accordingly^nligntofmeaboved 
rejection of claims 1 and 2 is in error, and should be withdrawn. 

As to claims 3 and 4, me Office Action asserts, among other things: 

The specification fails to provide an enabling disclosure for eene 

niZT?'^ f trea,mem ° f « <*» deinl 

subject including human beings, mammals, fish, bird insect 
&ngus, plant. The specification fails to provide guMance or' 

usmj ;any recombinant cells, such as recombinant stem ee l P " 

Againthisappearstobeineffectanasseniono^ ^ 
for utihty improperly placed on the Applicant. 

The first thing tha, should be borne in mind istba, Applicant is not claiming gene therapy 
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procedure, add to a gene thercpy procedure, and has described al, ,ha, is needed ,o effect ,his 

enough that contexts for use are known. 

Controlling legal authority on pharmaceutical utility states: 

In the pharmaceutical arts, our court has long held that practical ' 

«n* : \ , } aC " Vlty constlt "tes a practical utility because 
symptoms when the medical profession is armed withan arsemfof 
cruaal to prov.de researchers with anlSe5h^ S close 

W attmasin , 93 R3d ,55, ,5,, 39 USPQ2d ,895, ,899 (Fed. Cir. ,996) (citing 

2 See, for example: 

as to treating immunodeficiency adenine deaminase deficiency^ 
Morgan etal.,i?M/ 1999 Nov 13: 319(7220)1310- 

Onoderaetal.,^cto//fl^o/.101(2)- 89-96 1999- • 
as to treating cancer in an animal model: . 
Costantini et al., Gene therapy 7(2)- 93 2000- 

as to treating brain disorders in animal models-' ' 

Wildner et al., Gene Therapy 6(1): 57-62 1999 rianV " 

Cayazzana-Calvo et al., Science 288: 669-672 2000- 

astotre^h^h^ ■ ' 

Wade, NewYorkTimes 2000 April 28 
Copies of these documents are enclosed as Exhibits A-G, respectively. 
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specificity, while avoiding adverse problems due to the delivery method Th •' 

Really a given, or at least a safe inference from strong evidence Th„< • ,u 
^-^^ 

met Thu na ' e ^"k^ au " 10 " t ' es ' the Federal Circuit's requirement for utility has andvriUbe 

mamm r .^.^ ta ^^?-^--P^^t- ta . 

undue experimentation. " genera without 

Astofte -^"*a,more g uidanceisneeded«oi d entif y vec,o r saridp r om„,ors 

vendors, will be effective in an appropriate context. , 
SivenwZ^ 

Wo™a«,o„ req uired,asme^^^ 
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reiecJTr^ ^ ^ ^ ^ diSCUSSi ° n ' — that^e . 

rejecfon of clatms 3 and 4 is in error, and should be withdrawn. 

QaimReiections - H rrx r x , V, ^jrmU^j^ 

Claims 1 and 2, as well as 3 and 4, stood rejected under 35 U.S.C. §112 second 

«^,, eged _ TheOfficecitesMPEP 
^ I lim. This rejection is respectfully traversed. 

clainis^ 

Can. ttssubjectmatter. Th,s is the basic ^ hasis fora rejection under 35 USC L 
dparagrap, ^asserted rejection cannot countervail the basjc patent law concept Li 

>ec, ^^~*XUZ+^^^ t ^ J . 

, wou, r ecp gnl2 e ^^^^^^^^.J 

^3 U.5.L. §112, second paragraph. '•.■■<• 

' d AS ;: Cl f mS 1 and2:,heG8iCe ^"«"«— ittedsteps Wtorexarnpfe how to 
^^^^^^^^^^^ 

-is 

. . Ast «a„d4,«h^^^ . 
d-seases or borders are intended, and whether the i mplanted transformed ^ ^ 

i^tr ] effective — ^- P e„ tic Product int0 ^ imP L te T s 

noted by the Office. Again, there is no ambiguity. 
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Accordingly, Applicant respectfully submits that the rejection should be withdrawn. 
Claim Rejecti ons - 35 TIS C 

the dtsclosure of Donovan, US Patent 5,833,651. Applicant respectfully traverses. 

Donovan discloses a intraluminal stent that is seated in a blood vessel by balloon 
angtopiasty, where the stent is coated with a fibrin composition containing a virus for gene 
therapy. A careful review of Donovan will show that the fibrin is provided on the stent as a ■ 

51-52). The teachings even go so far a to recommend contacting the fibrin with heparin (8 66- 
9: 28), an mhibitor of the type of fibrin polymerization taught by Applicant, thereby further 
confirmmg tha, Donovan is about viruses in mature, nonadhesive; nonpliable fibrin polymer 
Reference to the Examples of Donovan further confinnsthis understanding. Applicant 
respectfully submits mat nothing in Donovan discloses adhering a nucleic acid-containing 
composi,i„„,„ atog etce,.withfibrin. DpnoVan. is only about an open mesh, biocompatable 
holding material for sustained release. 

Accordingly, Applicant respectfully submits that the rejection is in error 

withdrawn. t 
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Conclusion 



In light of the above discussion and amendments, it is respectfully submitted that the 
claims are in condition for allowance. The issuance of a Notice of Allo wance is earnestly 
solicited. 3 



Respectfully submitted, 
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Fee Deficiency 



JFjWY ADDITIONAL EXTENSION IS REQUIRED, PLEASE CONSIDER THIS PAPER A PETITION FOR SI.PH am 
™ON ANY FEE FOR THE EXTENSION REQUIRED FOR CONSIDERATION ^F THIS PAPER BUT NOT 
ABOVE OR IN A TRANSMITTAL OR OTHER ASSOCIATED PAPER CAN BE CHARGED TOA^XOUOT Jto 

AND/OR 

IF ANY ADDITIONAL FEE IS REQUIRED FOR CONSIDERATION OF THIS PAPER PLEASE CHARGE 

Account No. 04-0480. charge 
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